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DETAILED ACTION 
Response to Amendment 

1. The amendment filed on December 14, 2004 has been entered. Examiner 
acknowledges that claims 1, 20, 24, 31 and 36, as well as the specification, have been 
amended. Subsequently, claims 1-26 and 31-38 are under consideration. 

Drawings 

2. The drawings were received on December 14, 2004. These drawings are 
acceptable. 

Response to Arguments 

3. Applicant's arguments, filed December 14, 2004, with regards to claims 1-14, 
20-23 and 31-35 have been fully considered but they are not persuasive. 

Regarding the rejection of claims 1-14, 20-23 and 31-35 under 35 U.S.C. 102(b) 
and in response to applicant's argument that "Wallace et al. never discloses a device or 
method for connecting two vessels or tissues together," a recitation of the intended use 
of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it 
meets the claim. In a claim drawn to a process of making, the intended use must result 
in a manipulative difference as compared to the prior art. See In re Casey, 370 F.2d 
576, 152 USPQ 235 (CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458, 
459 (CCPA 1 963). In this case, the apparatus of the prior art of record (Wallace et al. in 
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US 5,941,888) is fully capable of attaching tissues, and therefore, fully anticipates 
the instant invention. 

In addition, specifically regarding the amendment to claim 31, the recitation 
"adapted to attach tissues" has not been given patentable weight because the recitation 
occurs in the preamble. A preamble is generally not accorded any patentable weight 
where it merely recites the purpose of a process or the intended use of a structure, and 
where the body of the claim does not depend on the preamble for completeness but, 
instead, the process steps or structural limitations are able to stand alone. See In re 
H/rao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 187 F.2d 150, 
152, 88 USPQ 478, 481 (CCPA 1951). 

Subsequently, the rejection of claims 1-14, 20-23 and 31-35 is hereby made 
FINAL and reiterated hereinafter. 

4. Applicant's arguments with respect to claims 15-19, 24-26 and 36-38 have been 
considered but are moot in view of the new ground(s) of rejection. 

Terminal Disclaimer 

5. The terminal disclaimer filed on December 14, 2004 disclaiming the terminal 
portion of any patent granted on this application, which would extend beyond the 
expiration date of US Patent Nos. 6,613,059 and 6,641,593 and copending Application 
No. 09/828,335 has been received. However, this terminal disclaimer is awaiting review 
and acceptance by the Special Programs Examiner. Once this process has been 
completed, Applicant will be notified as to whether or not the terminal disclaimer has 
been accepted and recorded. Until such time, the obviousness-type double patenting 
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rejection has been withdrawn pending further review and acceptance of the terminal 
disclaimer. 

Claim Objections 

6. Claims 36-38 are objected to because of the following informalities: in claim 36, 
line 13, the term "memory" should be deleted and - member - inserted therefor. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1-14, 20-23 and 31-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Wallace et al. (US 5,941,888). 

Regarding claim 1, Wallace et al. disclose a tissue connector assembly having a 
surgical fastener having two clips (such as 102, 104, etc) fully capable of attaching 
tissues and a bridge portion (such as 106) connecting the two clips (such as 102, 104), 
as seen in figure 1. 

Regarding claim 2, Wallace et al. disclose that as applied to claim 1, as well as, 
a bridge portion (such as 106) that is substantially straight, as seen in figure 1. 

Regarding claim 3, Wallace et al. disclose that as applied to claim 2, as well as, 
two clips (such as 102, 104, etc.) that have an open configuration and a closed 
configuration, as discussed in column 5, lines 47-55. 
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Regarding claim 4, Wallace et al. disclose that as applied to claim 3, as well as, 
a bridge portion that provides a predetermined spacing between the clips in the closed 
configuration, as discussed throughout the specification and seen in figure 1 . 

Regarding claim 5, Wallace et al. disclose that as applied to claim 3, as well as, 
at least one of the two clips (such as 102, 104, etc.) that is a self-closing clip, as recited 
in column 5, lines 47-55. 

Regarding claim 6, Wallace et al. disclose that as applied to claim 5, as well as, 
a self closing clip that includes a shape memory material, as recited in column 5, lines 
47-55. 

Regarding claim 7, Wallace et al. disclose that as applied to claim 5, as well as, 
a coil (such as 102, 104) surrounding a substantial length of the self-closing clip (such 
as 102, 104). 

Regarding claim 8, Wallace et al. disclose that as applied to claim 5, as well as, 
a closed configuration that is an unbiased configuration, as discussed in column 5, lines 
47-55. 

Regarding claim 9, Wallace et al. disclose that as applied to claim 5, a closed 
configuration is a loop, as seen in figure 5. 

Regarding claim 10, Wallace et al. disclose that as applied to claim 5, as well 
as, an open configuration that is a biased configuration, and further having a release 
mechanism (such as a catheter) having a first position to bias the self-closing clip in the 
open configuration. 
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Regarding claim 11, Wallace et al. disclose that as applied to claim 10, as well 
as, a closed configuration is an unbiased configuration, and wherein the release 
mechanism (such as a catheter) has a second position (via a pusher as described in US 
4,994,069) to unbias the self-closing clip into the closed configuration. 

Regarding claim 12, Wallace et al. disclose that as applied to claim 11, as well 
as, a coil (such as 102, 104) surrounding a substantial length of the self-closing clip, 
where the coil is coupled at one point on the self-closing clip and releasably coupled via 
the release mechanism at a second point on said self-closing clip. 

Regarding claim 13, Wallace et al. disclose that as applied to claim 12, as well 
as, a first position that provides for compressing the coil between said first point and 
second point to form said biased configuration, via the deployment method. 

Regarding claim 14, Wallace et al. disclose that as applied to claim 13, as well 
as, a second position that provides for releasably uncoupling the coil from said second 
point to form said unbiased configuration. 

Regarding claim 20, Wallace et al. disclose a tissue connector assembly having 
a surgical fastener with two clips (such as 102, 104) fully capable of attaching tissues 
including at lease one self-closing clip having an open configuration and a closed 
configuration, where the open configuration is a biased configuration and the closed 
configuration is an unbiased configuration, and a bridge portion (such as 106) having a 
substantially straight portion connecting the two clip and a release mechanism (such as 
a catheter) having a first position to bias said self-closing clip in the open configuration, 
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and a second position to unbias said self-closing clip into said closed configuration, as 
recited throughout the specification and seen in figures 1 and 5. 

Regarding claim 21, Wallace et al. disclose that as applied to claim 20, as well 
as, a coil (such as 102, 104) surrounding a substantial length of said self-closing clip, 
where the coil is coupled at one point on the self-closing clip and releasably coupled via 
the release mechanism at a second point on the self-closing clip. 

Regarding claim 22, Wallace et al. disclose that as applied to claim 21, as well 
as, a first position that provides for compressing said coil between the first point and 
second point to form the biased configuration. 

Regarding claim 23, Wallace et al. disclose that as applied to claim 22, as well 
as, a second position that provides for releasably uncoupling the coil from the second 
point to form said unbiased configuration, via the deployment method. 

Regarding claim 31, Wallace et al. disclose a surgical clip apparatus fully 
capable of attaching tissues having an elongated member, a pair of coils (such as 102, 
104) surrounding at least a portion of the elongated member where the pair of coils are 
serially arranged and spaced from one another along the elongated member, as seen in 
figure 1. The elongated member is made of shape memory material and has an 
unbiased shape that includes a plurality of loops and a biased shape. The elongated 
member tends to move toward the unbiased shape to form the biased shape, as 
discussed in column 5 and seen in figures 1 and 5. 

Regarding claim 32, Wallace et al. disclose that as applied to claim 31, as well 
as, loops that are spaced from one another, as seen in figures 1 and 5. 
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Regarding claim 33, Wallace et al. disclose that as applied to claim 32, as well 
as, each coil that surrounds at least a portion of a different one of the loops. 

Regarding claim 34, Wallace et al. disclose that as applied to claim 31, as well 
as, each coil that has an outer end and an inner end and the inner ends are spaced 
from one another, as seen in figures 1 and 5. 

Regarding claim 35, Wallace et al. disclose that as applied to claim 32, as well 
as, each coil that has an outer end and an inner end and the elongated member has 
two enlarged portions, further including a restraint (such as 106) coupled to the 
elongated member adjacent to each of the inner ends, as seen in figure 1. 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 
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11. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

12. Claims 15-19, 24-26 and 36-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chervitz et al. (US 5,645,568) in view of Wallace et al. (US 
5,941,888). 

Regarding claim 15, Chervitz et al. disclose a tissue connector assembly having 
a surgical fastener (10) with two arms of a suture body (11) that is fully capable of 
clipping and attaching tissue and a bridge connecting the two clips and two ends 
including a first end and a second end, and further having two tissue piercing members 
(12) including a first tissue piercing member releasably coupled (can be cut/detached) 
to the first end and a second tissue piercing member releasably coupled to the second 
end. However, Chervitz et al. do not recite having two self-closing clips attached to the 
two arms of the suture body. However, use of two self-closing clips in a surgical 
fastening device was known at the time the invention was made. Specifically, Wallace 
et al. disclose a tissue connector assembly having a surgical fastener having two clips 
(such as 102, 104, etc) fully capable of attaching tissues and a bridge portion (such as 
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106) connecting the two clips (such as 102, 104), as seen in figure 1. Therefore, it 
would have been obvious to modify the tissue connection device of Chervitz et al. to 
have the addition of two self-closing clips, as taught by Wallace et al., on either end of 
the suture body arms for the purpose of enhanced attachment of tissues. 

Regarding claim 16, Chervitz et al. as modified disclose that as applied to claim 

15. Further, a release mechanism, that activates the release of said two piercing 
members from said respective two ends would be obvious to one with ordinary skill in 
the art, for it has been held that to make something separable involves only routine skill 
in the art. 

Regarding claim 17, Chervitz et al. as modified disclose that as applied to claim 

16. Further, a release mechanism that activates the closing of said self-closing clip 
would be obvious given the combination. 

Regarding claim 18, Chervitz et al. as modified disclose that as applied to claim 
15, as well as, a suture, wherein the coupling of the first tissue-piercing member to the 
first end includes suture, and wherein the coupling of the second tissue-piercing 
member to the second end includes suture. 

Regarding claim 19, Chervitz et al. as modified disclose that as applied to claim 
18, as well as a suture of the first coupling and said suture of the second coupling are 
between about 10 mm and about 300 mm in length. 

Regarding claim 24, Chervitz et al. disclose a tissue connector assembly having 
a surgical fastener (10) having two arms of a suture body (1 1 ) with two ends including a 
first end and a second end that is fully capable of clipping and attaching tissue, and a 
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substantially straight bridge portion (such as 13) connecting the two arms; and two 
tissue piercing members (12) including a first tissue piercing member releasably 
coupled to the first end and a second tissue piercing member releasably coupled to said 
second end (can be cut/detached). However, Chervitz et al. do not recite having two 
self-closing clips attached to the two arms of the suture body. However, use of two self- 
closing clips in a surgical fastening device was known at the time the invention was 
made. Specifically, Wallace et al. disclose a tissue connector assembly having a 
surgical fastener having two clips (such as 102, 104, etc) fully capable of attaching 
tissues and a bridge portion (such as 106) connecting the two clips (such as 102, 104), 
as seen in figure 1. Therefore, it would have been obvious to modify the tissue 
connection device of Chervitz et al. to have the addition of two self-closing clips, as 
taught by Wallace et al., on either end of the suture body arms for the purpose of 
enhanced attachment of tissues. 

Regarding claim 25, Chervitz et al. as modified disclose that as applied to claim 

24. Further, a release mechanism that activates the release of the two piercing 
members from the respective two ends would be obvious to one with ordinary skill in the 
art, for it has been held that to make something separable involves only routine skill in 
the art. 

Regarding claim 26, Chervitz et al. as modified disclose that as applied to claim 

25. Further, a release mechanism that activates the closing of said self-closing clip 
would be obvious given the modification. 



Application/Control Number: 09/828,322 Page 12 

Art Unit: 3743 

Regarding claim 36, as broadly and reasonably interpreted by the Examiner, the 
term "clip" is defined by The American Heritage® Dictionary of the English Language, 
Third Edition (copyright © 1992) as "any of various device for gripping or hold things 
together." In this case, the surgical "clip" is broadly interpreted by the Examiner to be 
suture (10) because a suture is defined by The American Heritage® Dictionary to be "the 
fine thread or other material used surgically to close a wound or join tissues ." 
Therefore, the suture (10) is a surgical clip fully capable of attaching tissues. Chervitz 
et al. disclose a tissue connector apparatus having a surgical clip (10) with first and 
second piercing members (12) each having first and second end portions, first and 
second couplings and first and second flexible members (11). The clip has first and 
second end portion where the first coupling is coupled to the first end portion of the clip 
and the second coupling is coupled to the second end portion of the clip where the first 
flexible member has a first end portion coupled to the first coupling and a second end 
portion secured to the second end portion of the first tissue piercing member. The 
second flexible member has a first end portion coupled to the second coupling and a 
second end portion secured to the second end portion of the second tissue piercing 
member. Chervitz et al. do not recite an elongated member, a pair of coils surrounding 
at least a portion of the elongated member where the pair of coils are serially arranged 
and spaced from one another along the elongated member, the elongated member 
being shape member material and having an unbiased shape that includes a plurality of 
loops and a biased shape. The elongated member tends to move toward the unbiased 
shape from the biased shape. However, use of a pair of coils in a surgical fastening 
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device was known at the time the invention was made. Specifically, Wallace et al. 
disclose a tissue connector assembly having a surgical fastener having a pair of coils 
(such as 102, 104, etc) being serially arranged and spaced from one another along said 
elongated member, wherein the elongated member tends to move toward the unbiased 
shape from the biased shape. Therefore, it would have been obvious to modify the 
tissue connection device of Chervitz et al. to have the addition of a pair of coils, as 
taught by Wallace et al., for the purpose of enhanced attachment of tissues. 

Regarding claim 37, Chervitz et al. as modified disclose that as applied to claim 

36. Further, a first coupling releasably coupled in the first end portion of the surgical slip 
to the first needle would be obvious to one with ordinary skill in the art, for it has been 
held to make something separable involves only routine skill in the art. 

Regarding claim 38, Chervitz et al. as modified disclose that as applied to claim 

37. Further, a second coupling couples the second end portion of the clip to a second 
needle would be obvious to one with ordinary skill in the art, for it has been held to 
make something separable involves only routine skill in the art. 

Conclusion 

13. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrea M. Ragonese whose telephone number is 
571-272-4804. The examiner can normally be reached on Monday through Friday from 
9:00 am until 5:00 pm. 

15. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A. Bennett can be reached on 571-272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

16. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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